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by the accreditation body. Clinical im-
ages shall be selected in a manner, 
specified by the accreditation body and 
approved by FDA under § 900.3(d) or 
paragraph (a)(8) of this section, that 
does not compromise care of the pa-
tient as a result of the absence of the 
selected images from the facility. 

(g) Consumer complaint mechanism. 
The accreditation body shall develop 
and administer a written and docu-
mented system, including timeframes, 
for collecting and resolving serious 
consumer complaints that could not be 
resolved at a facility. Such system 
shall have been approved by FDA in ac-
cordance with§ 900.3(d) or paragraph 
(a)(8) of this section. Accordingly, all 
accreditation bodies shall: 

(1) Provide a mechanism for all fa-
cilities it accredits to file serious unre-
solved complaints with the accredita-
tion body; 

(2) Maintain a record of every serious 
unresolved complaint received by the 
body on all facilities it accredits for a 
period of at least 3 years from the date 
of receipt of each such complaint; 

(h) Reporting and recordkeeping. All 
reports to FDA specified in paragraphs 
(h)(1) through (h)(4) of this section 
shall be prepared and submitted in a 
format and medium prescribed by FDA 
and shall be submitted to a location 
and according to a schedule specified 
by FDA. The accreditation body shall: 

(1) Collect and submit to FDA the in-
formation required by 42 U.S.C. 263b(d) 
for each facility when the facility is 
initially accredited and at least annu-
ally when updated, in a manner and at 
a time specified by FDA. 

(2) Accept applications containing 
the information required in 42 U.S.C. 
263b(c)(2) for provisional certificates 
and in § 900.11(b)(3) for extension of pro-
visional certificates, on behalf of FDA, 
and notify FDA of the receipt of such 
information; 

(3) Submit to FDA the name, identi-
fying information, and other informa-
tion relevant to 42 U.S.C. 263b and spec-
ified by FDA for any facility for which 
the accreditation body denies, sus-
pends, or revokes accreditation, and 
the reason(s) for such action; 

(4) Submit to FDA an annual report 
summarizing all serious complaints re-
ceived during the previous calendar 

year, their resolution status, and any 
actions taken in response to them; 

(5) Provide to FDA other information 
relevant to 42 U.S.C. 263b and required 
by FDA about any facility accredited 
or undergoing accreditation by the 
body. 

(i) Fees. Fees charged to facilities for 
accreditation shall be reasonable. Costs 
of accreditation body activities that 
are not related to accreditation func-
tions under 42 U.S.C. 263b are not re-
coverable through fees established for 
accreditation. 

(1) The accreditation body shall 
make public its fee structure, includ-
ing those factors, if any, contributing 
to variations in fees for different facili-
ties. 

(2) At FDA’s request, accreditation 
bodies shall provide financial records 
or other material to assist FDA in as-
sessing the reasonableness of accredi-
tation body fees. Such material shall 
be provided to FDA in a manner and 
time period specified by the agency. 

[62 FR 55976, Oct. 28, 1997; 62 FR 60614, Nov. 
10, 1997, as amended at 64 FR 32407, June 17, 
1999]

§ 900.5 Evaluation. 
FDA shall evaluate annually the per-

formance of each accreditation body. 
Such evaluation shall include an as-
sessment of the reports of FDA or 
State inspections of facilities accred-
ited by the body as well as any addi-
tional information deemed relevant by 
FDA that has been provided by the ac-
creditation body or other sources or 
has been required by FDA as part of its 
oversight initiatives. The evaluation 
shall include a determination of wheth-
er there are major deficiencies in the 
accreditation body’s performance that, 
if not corrected, would warrant with-
drawal of the approval of the accredita-
tion body under the provisions of 
§ 900.6.

§ 900.6 Withdrawal of approval. 
If FDA determines, through the eval-

uation activities of § 900.5, or through 
other means, that an accreditation 
body is not in substantial compliance 
with this subpart, FDA may initiate 
the following actions: 

(a) Major deficiencies. If FDA deter-
mines that an accreditation body has 

VerDate Apr<18>2002 06:36 Apr 28, 2002 Jkt 197069 PO 00000 Frm 00535 Fmt 8010 Sfmt 8010 Y:\SGML\197069T.XXX pfrm12 PsN: 197069T


